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The first three articles in this No- 
vember JOURNAL are derived from papers 
read at the annual meeting, Division 
of Food, Drug and Cosmetic Law, 
American Bar Association, held at Dal- 
las, Texas, on August 28. 


A. R. Miller, who discussed federal 
meat-inspection law, is Chief of the 
Meat Inspection Branch, Agricultural 
Research Service, United States De- 
partment of Agriculture. Dr. Miller’s 
branch has its headquarters in Wash- 
ington, D. C. 

Charles S. Rhyne, an outstanding 
member of ABA with a long record 
of distinguished service to it, addressed 
the meeting as chairman elect of the 
association’s house of delegates. In addi- 
tion to meriting this honor, Mr. Rhyne 
has served as president of the Bar 
Association of the District of Columbia 
and as national chairman of the Junior 
Bar Conference. 

Edwin L. Harding, who commented 
on the significance to food industry 
of the golden anniversary of United 
States food and drug law, is vice presi- 
dent and general counsel for Kellogg 
Company. He is a member of the 
Michigan, the District of Columbia and 
the Illinois bars, serves on the Law- 
yers’ Advisory Committee of The Food 
Law Institute, Inc., and is a member 
of the JourNat’s editorial advisory 
board. 

A member of the Department of 
National Health and Welfare in Canada, 
R. E. Curran, Q. C., has served as its 
legal adviser since 1945. Educated in 
Canada, he joined the department after 
three years’ service with the Royal 
Canadian Navy. Mr. Curran had re- 
ceived an appointment as assistant judge 
advocate general in 1944. 

Mr. Curran was appointed a Kings 
Counsellor by the Canadian Govern- 
ment in 1950. 

The fourth 1956 article by Commis- 
sioner of Food and Drugs George P. 
Larrick is presented in this month’s 
JournaL. The current contribution is 


derived from a speech Mr. Larrick 
delivered at a Food Law Institute 
luncheon October 29. For details of 
Mr. Larrick’s distinguished career, 
please refer to the April, 1956 JourNAL, 


which carried a brief biography. 


In the Food and Drug 


Administration 
Monthly Report, Issued October 30. 


—More than 400 tons of food were 
seized during September 
contamination, the Food and Drug Ad- 
ministration stated in its monthly press 
report. An additional 15 tons were taken 
oft the market because food was sub- 
standard or adulterated with inferior 
ingredients, according to FDA. 

During the same period, FDA in- 
spectors reported the voluntary de- 
struction by food manufacturers and 
dealers of more than 150 tons of unfit 
food. A total of 70 food-seizure pro- 
ceedings were filed in the federal dis- 
trict courts during September. 


because of 


Twelve drug shipments were seized 


during the month. Seven of these did 


their 
false 


not have the potency stated on 
labels, while the others bore 
and misleading labels. Drug manufac- 
turers voluntarily destroyed deteriorated 
and outdated drugs valued at $43,000. 

Among. criminal-prosecution 
terminated in the federal courts 
outlined in the report were the follow- 
ing: 

A dietary product was misbranded 
by false and misleading therapeutic 
claims—in literature used by salesmen 
to promote the products to prospective 
customers in their homes—for the pre- 
vention and treatment of high blood 
pressure, arthritis, polio, kidney dis- 
ease, pulmonary affections, serious dis- 
turbances of the digestive tract, cancer, 
diabetes, tuberculosis, mental 
heart disease, and numerous other dis- 
eases and conditions claimed to be 
caused by nutritional deficiencies of the 
American diet. The case went to trial 
in September. The defendants were found 

(Continued on page 604) 


cases 
and 


disease, 
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The Federal Meat Inspection Act 


By A. R. MILLER 








Dr. Miller, Chief of the Meat inspection Branch, United 
States Department of Agriculture, Read His Paper at the 
Annual Meeting, Division of Food, Drug and Cosmetic Law, 
American Bar Association, at Dallas, on August 28, 1956 


HE federal meat-inspection law was enacted under circumstances 

that encouraged Congress to set the stage for organizing an 
entirely effective meat-inspection program. For several years preced- 
ing the enactment of the law, the subject received a lot of attention. 
Several things contributed to a lively public interest in the workings 
of the meat-packing industry and the subject generally of the prepara 
tion and handling of meat in this country. 

By contrast with most other countries, meat packing has devel 
oped in this country as a national institution. Before the development 
of the network of railroads and opening of the western territories to 
trade, meat production in this country followed pretty much the 
pattern that obtains in Europe even now. Meat production was a local 
enterprise and, like all local enterprises, responded pretty much to local 
demands both in terms of quantity and quality of meat production. 

The great meat-packing centers which grew up during the nine 
teenth century were products of this country’s development and, par 
ticularly, the phenomenal expansion of its distribution systems. Long 
since, the large centers of population in this country came to depend 
on meat produced from livestock many hundreds of miles away. The 
meat-packing centers made this possible, and it was only gradually 
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that the meat consumer developed an interest in the practices followed 
by the meat-packing industry. During the years prior to the enact- 
ment of the federal meat-inspection law, the consumer interest was 
heightened by incidents referred to as “meat scandals” during the 
Spanish-American War, newspaper and magazine articles, and a novel 
which is now accredited with sort of crystallizing public interest, 
namely, Upton Sinclair’s book called The Jungle. 

As early as 1889, a national law was applied to the meat-packing 
industry. This law was concerned primarily with protecting Amer 
ican export markets for meat. The law required that a federal inspec 
tion control be applied to meats that were intended to be exported to 
European countries. This was done in an effort to overcome dis- 
crimination by those countries against American meats. The years 
following the enactment of this law show an awakening in many 
quarters to the need for applying a meat-inspection control to domestic, 
as well as export, products. Efforts at extending this inspection were 
sporadic and ineffectual until President Theodore Roosevelt took a 
personal interest in meat-inspection controls and, with his interest 
being supported by a persistent public demand, Congress passed the 
law of 1906, which remains substantially unchanged today and is 
proving to be adequate to meet present-day situations. 


The law has been accepted as a model by state and local jurisdic- 
tions in this country. The program organized under the law has been 
recognized by countries throughout the world, and American meats 
prepared under the inspection are accepted everywhere. 

The key to an understanding of how the law operates is its pro- 
vision which prohibits the interstate movement of meat which is not 
inspected under the law and so identified. You can readily recognize 
the difference between administering this kind of provision and the 
one that might read as a prohibition against the interstate movement 
of meat which is unwholesome, adulterated or misbranded. 

Where the law prohibits the interstate movement of uninspected 
meat, the government’s case is made easy in that the proof need only 
go to the question of whether or not the meat was prepared under the 


inspection provided by the law and identified as having been so in 


spected. The question of proof is simple; in fact, there can hardly be 
a controversy. 

It would be another thing, however, if the law merely prohibited 
the interstate movement of unwholesome, adulterated or misbranded 
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meat. Proof with respect to these factual situations could be difficult 
and complicated. 

The law gives the packer who wants to prepare meat for interstate 
shipment the responsibility of shipping inspected product. He must 
either buy such meat from a plant operating under the inspection 
provided by the law or obtain such inspection for his own plant. 


In addition to the prohibition against interstate shipment of unin- 
spected meat, the law goes on to identify just what shall make up the 
inspection program. The mark of inspection required by the law to 
appear on product shipped interstate can be applied to it only if the 


inspection prescribed by the law was in fact applied to it. 

The Secretary of Agriculture is given the responsibility to admin 
ister the meat-inspection law, and he is authorized to promulgate 
regulations that will implement the law and enable him effectively to 
administer its provisions. Briefly, the inspection program consists of 
examination of food animals and of their carcasses at the time of 
slaughter ; inspection at all stages of the preparation of meat and meat 
food products to assure sanitary handling; destruction of condemned 
product to prevent its use for human food ; examination of all ingredi- 
ents used in the preparation of meat food products to assure their 
fitness for food; prescription and application of standards of identity 
to inspected meat food products; enforcement of measures that insure 
informative labeling; prohibition of the use of false and deceptive 
labeling ; inspection of foreign meat and meat food products that are 
offered for importation ; and administration of a system of certification 
to assure acceptance of domestic meats and meat food products in 
foreign commerce. 

The inspection program is extended to a meat-packing plant at the 
request of the plant management, which has decided that it needs 
inspected meat for interstate commerce. An application is made out 
by such packer, who is then informed what plant and inspection facil- 
ities will be required before the inspection is inaugurated. Having 
met the requirements, inspectors are assigned to the plant and the 
system of inspection is applied to the plant in accordance with the 
inspection provisions of the law and the regulations promulgated 
thereunder. 

As the inspection program developed after 1906, it became appar- 
ent that litigation involving the program would consist for the most 
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part of those cases that are brought by the government against inter- 
state shippers of uninspected meat. Information on which these cases 
are developed is furnished for the most part by members of industry 
whose business is affected adversely by the competition which involves 
the violation of the law. There are a few such cases each year in- 
volving small marginal operators, and the illegal traffic is of little 
consequence. For the most part, meat is such a highly competitive 
item that there is little incentive to traffic illegally in the product. 

The other class of litigation is that which would test the Secre- 
tary’s authority under the law, and is made up of a few historic cases 
in which affected parties requested restraining orders directed at the 
Secretary. Those basic inspection routines connected with the ante- 
mortem and post-mortem examinations of food animals and sanitary 
controls have never been questioned. Although these routines are 
applied meticulously to the entire production of the inspected portion 
of industry and are integrated into the production lines with condem- 
nations totalling considerable cost, these routines and their application 
by inspectors have been recognized, in the first place, as being contem- 
plated by the law and, in the second place, as being those that are 
reasonable to accomplish its objective. 

The requests for restraining orders have been directed toward 
such things as just what products come under the inspection require- 
ments, the power of the Secretary to establish food standards and the 
extent of the Secretary’s label control powers. 

The law is clear that the inspection controls apply to food animals 
and their carcasses, and it is also stated that the inspection applies to 


meat food products prepared from such carcasses. Three early cases 


clarified the meaning of meat food products: 


In Armour and Company v. U. S.,* decided by the Circuit Court of 
Appeals for the Third Circuit in 1915, it was decided that a boiled ham 
prepared by Armour and Company at its Pittsburgh plant from a ham 
that had been produced, cured, boned and tied at its inspected Chicago 
plant would have to be prepared under inspection control at the 
Pittsburgh plant if it were to be shipped interstate in compliance with 
the meat-inspection law. 

In Pittsburgh Melting Company v. Totten,? decided by the Supreme 
Court in 1918, it was held that oleo oil, a substance made from the 


1222 F. 233. 2 248 U. S. 1. 
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fat of slaughtered beeves, seldom used by itself as food, but employed 
largely in making oleomargarine and somewhat in cooking, is a “meat- 
food product” within the Meat Inspection Act when manufactured 
fit for human consumption and not denatured, and is debarred from 
interstate and foreign commerce unless first inspected and passed as 
provided by the act. The Court held that this applies whether or not 
the shipper labeled the product “inedible,” asserting it was not intended 
for food purposes. 

In Brougham v. Blanton Manufacturmg Company,’ the Supreme 
Court decided in 1918 that oleomargarine may be classed as a meat 
food product subject to the meat-inspection law. 


Standards of Identity for Meat Products 

Sausage has always been a highly competitive product in the 
meat field. Being a chopped, manufactured product it lends itself 
easily to substitution of such materials as cereals and water for meat. 
Sausage, therefore, served as a good example of a manufactured meat 
food product to test the Secretary’s authority under the law to set food 
standards. The Secretary’s regulations that limited the amount of 
cereal and water as ingredients of sausage products were challenged 
in the courts. In the Houston v. St. Louis Independent Packing Company * 
case, decided by the Supreme Court in 1918, it was held that under the 
act the Secretary of Agriculture is authorized to prohibit the use of the 
word “sausage” as false and deceptive when applied to a compound 
of meat with added cereal and water exceeding allowable amounts. 
The Court held further that the act does not require the Secretary to 
mark a meat food product “inspected and passed” merely because it is 
wholesome and free from dyes.and chemicals, if it is sold under a 


“<< 


deceptive name. Whether the name “sausage” is deceptive as applied 
to a compound of meat with added cereal and water, the Court said 
it is a question of fact which the statute submits to the determination 
of the Secretary under the power it gives him to make rules and regula- 
tions for carrying it into effect, and his decision, when fairly arrived 
at on substantial evidence, is conclusive. 

From time to time, as there is a clearly demonstrated need, stand 
ards of identity have been established for many meats and meat food 


products. In addition to the great variety of sausages, standards have 





3249 U. S. 495. * 249 U. S. 479 
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been identified for such products as soups, meat pies, luncheon meat, 
chili con carne, corned beef hash, and many others. The standards are 
expressed in simple terms covering such things as minimum meat 
requirement and maximum allowable moisture. 


Labeling 


An oleomargarine label furnished the test of the Secretary’s au- 
thority concerning labels. The label-control provisions of the act are 
rather complete in their coverage. No label is permitted to be used 
by the inspected packer until it has been approved under the inspection 
program. The inspector will not permit a label to be used unless it 
has been previously approved by the label-review office of the meat- 
inspection program, and then only when the product conforms with 
the terms on the label. Approval is withheld from a label which is 
false or deceptive. 

In Brougham v. Blanton Manufacturing Company it was decided that 
under the meat-inspection law the power to determine whether a trade- 
mark is false or deceptive is lodged in the Secretary of Agriculture, 
and his determination, if not arbitrary, is conclusive. In this connection 
the court went on to say that the power of the Secretary is a continuing 
one and the approval of a name at one time does not preclude a dis- 
approval later. It went on to say that the Secretary having approved 
the name “Creamo” as a designation of an oleomargarine containing 
30 per cent of cream and which was strongly extolled on that ground 
was amply justified in denying the use of that term when the cream 
had been greatly reduced or omitted and replaced by skimmed milk, 
notwithstanding evidence that the manufacturer invested heavily upon 
the faith of the approval. It held further that the registration of a 
trade-mark under trade-mark law has no bearing on the right to use 
it under the meat-inspection law. 


Mark of Inspection 


As might be expected, the mark of inspection itself has come in 
for considerable attention. Obviously, the mark must be protected, 
since it is relied on for many purposes as evidence of a product’s 
having been prepared under the inspection provided by law. The 
courts have been quick to recognize this and, as a result, we have been 
successful in effectively controlling unauthorized use, and even careless 
and inadvertent improper use, of the mark of inspection. 
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In U. S. v. Lewis,® decided by the Supreme Court in 1914, the Court 
held that the plain object of the prohibition in the meat-inspection law 
against alteration or destruction of tags and labels bearing the marks 
of inspection is to safeguard food products against alteration and 
substitution so as to render the process of inspection effective, and the 
statute will not be construed as to defeat the purpose for which it 
was passed. 

In Armour and Company v. U. S., the court held, speaking of the 
mark of inspection, that the act impliedly promises the public that 
government stamps and labels may be relied on to tell the truth and, 
therefore, special care must be taken to maintain the scrupulous ac- 


curacy of their statements. It went on to say that even innocent 


mistakes may have dangers; carelessness is usually likely to lead to 
mischief. The court said further that these marks and labels must 
therefore be protected, and no one must be allowed to use them except 
in accordance with the act and regulations; otherwise their value will 
be immediately impaired or lost, and a chief purpose of the act will 
be frustrated. 

It seems to me that it is of more than passing interest that the 
meat-inspection law which was passed in 1906 serves adequately today 
to apply a control program in an industry that has made many changes 
since that time. In fact, every operating procedure used by industry 
has been radically changed. Its manufactured products which have 
increased manifold in kind and volume bear little resemblance to those 
prepared 50 years ago. We are all familiar with the great strides that 
have been made and continue to be made in engineering and food 
technology. We who administer the law have every reason to believe 
that it is adequate in its present form to provide effective controls 
with sufficient latitude to permit any improvement or change in meat 
preparation and processing that is consistent with consumers’ protec 
tion and interest. 

The meat-packing industry and the American livestock economy 
have made tremendous strides down through the years. We like to 
think that the meat-inspection program has contributed to this by 
assuring the consumers’ confidence in the products of these industries 
as evidenced by the increasing per-capita consumption of meat in this 


country. [The End] 


5 235 U. S. 282. 








By CHARLES $. RHYNE 


A Lawyer's View of th 


and Cosmetic Act—Some Reflection 





T IS MORE than just a pleasure and an honor for me to talk to you 

today. This is, for me, an opportunity to renew old friendships and 
to visit once again with so many of you of the bar and of the food and 
drug industry. In addition, it affords me an opportunity to meet 
again so many Food and Drug Administration representatives whom 
I have known for many years in our Nation’s capital. Possibly the pace 
of life these days is too fast when one must come to Texas to visit with 
his Washington neighbors. 

It is most significant in this fiftieth-anniversary year of the pas- 
sage of the Federal Food, Drug, and Cosmetic Act that representatives 
of the government, the bar and industry meet in a common discussion 
of our mutual problems. The effective administration of our federal 
food and drug laws necessarily requires a close and friendly relation- 
ship among all of us who in one manner or another are responsible 
for the proper administration of justice. 

The great accomplishments of the Food, Drug, and Cosmetic 
Act—under the guiding direction of the officials of the Food and Drug 
Administration—are a matter of public record written in the history 
of this country for the past 50 years. The high standards of health 
and welfare of the average American citizen are due in no small 
measure to the ever-diligent protection that has been accorded to 
the public by the protective measures administered under this law. 
Probably nowhere else in the world is the citizen more sure that the 
food and drugs he uses in his daily living conform to the highest 
standards of purity and wholesomeness. Indeed, it would not be 
incorrect to say that most of the major evils that precipitated the 
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Harris & Ewing 


The Past President, Bar Association of the District of Columbia, 
and Chairman Elect, House of Delegates of the American Bar Associ- 
ation, Delivered These Remarks Before the Division of Food, Drug 
and Cosmetic Law at ABA's Seventy-ninth Annual Meeting in August 


passage of this great legislation have practically disappeared from 
the American scene. The wanton and reckless disregard of public 
welfare by disreputable food and drug manufacturers is an aspect of 
our history which, fortunately, has practically passed into oblivion. 
It is for this reason that I believe it is wise to take the past 50 years 
of accomplishment as a basis for re-evaluating the type of regulation 
now needed in the food, drug and cosmetic industries, so that we may 
be able to plan with intelligent foresight the objectives of the next 
50 years. 

In this picture of progress, the attorney has played a significant 


role. Indeed, the American Bar Association—the professional fratern- 


ity of American lawyers—has established this special division of a 


section, devoted exclusively to the food and drug law. No small 
significance should be attached to the fact that we are meeting here 
under the auspices of this great bar association for the purpose of 
discussing with one another varying aspects of the food and drug 
law. It is unimportant that perhaps we may disagree on suggestions 
and criticisms. From disagreements come ideas—and from ideas 
ultimately comes progress. It is to be hoped that from this meeting, 
and others like it, can come ideas which, under our American way of 
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doing things, will ultimately lead thinking men to devise solutions to 
existing and future problems—for the successful 50-year stewardship 
of food, drug and cosmetic regulation but presages greater accomplish- 
ments for the next 50 years, 


Lawyers’ Balancing of Responsibilities 

All people have a vital interest in the effective administration of 
the Food, Drug, and Cosmetic Act—consumers, retailers, manu- 
facturers, government officials and, of course, lawyers. The lawyer 
must deal with both sides: with the manufacturer who can’t under- 
stand why certain of his drug products cannot be marketed immediately 
as is and with the government administrator who fails to understand 
why the product should be marketed at all. We lawyers, aside from 
our traditional role of giving legal advice and advocating specific 
causes, have the important responsibility of acting as arbiters and 
peacemakers. It is necessary that we balance the responsibility of 
advocacy with the responsibility of public service. Through these 
duties we are in an enviable position for not only can we contribute 
to the effective administration of the law, but we can evaluate short- 


comings and inefficiencies and can lead in the process of adding 


strength and stature where it is called for. 

This is always true, of course, but is particularly true of the Food, 
Drug, and Cosmetic Act. In our great expanding economy, new 
scientific and technical developments occur daily. Our knowledge 
is expanding—and it seems that as more horizons of human knowledge 
are reached the greater is the potential for even greater accomplish- 
ments. I was once stunned momentarily when I heard a distinguished 
doctor in Washington observe that more people died of appendicitis 
today than did 50 years ago. My shock was temporary, however, as 
he went on to observe that 50 years ago they only died of “stomach 
aches.” In this light it is to be hoped that we are on the threshhold 
of drug discoveries for the cures of cancer, of heart disease, of mental 
disorders and of other maladies that have afflicted the human race 
from the beginning of time. If this is true—and there seems to be 
ample justification for the thought that it is—then we can look forward 
to a period of happiness and prosperity heretofore unknown. When 
the public health is at issue, nothing must stand in the way of con- 
tinuing progress and development. As scientific knowledge develops, 
administrative skill must likewise improve so that the public may 
derive the full benefit of our technological advances. New ways must 
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be devised to get to the public faster and cheaper the products that 
will benefit them. As a specific means of obtaining this objective, I 
suggest that a manufacturer who markets a product should have some 
method of determining prior to its distribution what may and may not 
properly be claimed for it—and what assertions conform to the”re- 


quirements of law. 

Disputes over scientific facts will always occur. We lawyers 
know that and scientists know that. Therefore, it is advisable to 
establish some type of administrative procedure whereby disputes over 
scientific facts may be resolved prior to the marketing of a product. At 
the present time, in many cases, the entire moving authority rests 
in the Food and Drug Administration, which can clear or, in effect, 
condemn. If an honest dispute arises, there is often no way the manu- 
facturer can appeal an adverse FDA reaction. The manufacturer 
must go ahead and risk criminal or civil court action if he honestly 
feels FDA is wrong. 


FDA-Manufacturer Conflict Resulting in Stalemate 


Aside from placing a heavy administrative burden on FDA, under 
the present method a manufacturer usually has no avenue open to 
him to initiate some adjudicative determination at the administrative 
level permitting him to go before the public armed with legal authority 
to market within an established set of claims. When FDA’s “open 
door” policy fails to provide a method of reaching agreement—-when 
an issue is raised and an irreconcilable conflict results in a stalemate— 
a manufacturer has the alternatives of either withdrawing completely 
from his position or going ahead and risking punitive action at law. 
To alleviate this situation I suggest that it would be wise and ex- 
peditious to permit the manufacturer to initiate some adjudicatory 
proceedings on the administrative or agency level. 

By means of such a proceeding, with ultimate appeal to the 
courts, a reputable manufacturer could have determined in an ad- 
judicative proceeding the validity of proposed claims prior to introduc 
ing a product to the public. As already stated, under the present 
situation a dispute—if there is one—continues to exist until FDA brings a 
criminal action, a civil injunction or a seizure action. This might be 
entirely satisfactory in the case of a fly-by-night—a charlatan en 
croaching on the public’s faith—but it is not satisfactory for the 
reputable, law-abiding manufacturer. Under present laws and pro 
cedures a reputable manufacturer who wants to maintain his reputa 
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tion may not dare go ahead with the sale of a product he believes to 
have been proven scientifically sound for fear of invoking public 
wrath occasioned by nation-wide court litigation. It means, too, that 
scientific disputes are first resolved on the basis of conflicting and often 
highly technical testimony. It would be more proper, I believe, and 
would expedite the development of scientific understanding in this 
country, if a procedure were adopted that would permit a manu- 
facturer to commence a hearing at his initiative, and have a determina- 
tion on the weight of the evidence as to whether proposed claims are 
justified by the scientific knowledge available. 


Present System a Negative Approach? 


Under the present system, when a scientific disagreement exists, 
the only way to definitely settle it is at the instigation of FDA. 
When FDA acts, its action is premised on the charge that a particular 
manufacturer has violated the law. An adversary proceeding—usually 
in the criminal courts—is then used to determine the important and 
complicated issues at stake. This is a negative approach. Legal 
standards are developed out of a “thou must not” concept. I personally 
do not believe that procedures pertaining to the vast food and drug 
industries need be geared to the necessity of coping with the “charla; 
tans and cranks,” but should be directed to the needs and require- 
ments of the reputable manufacturer. Limiting scientific legal ad- 
judications toa time and place when the government can bring criminal 
or other actions places an unnecessary brake on scientific achieve- 
ment, development and progress. 

I think it is only fair to say that FDA does not have a monopoly 
on scientific brains in this country. The market for scientific talent 
is competitive and open. As long as our manufacturers continue to 
rely on their independent scientists to develop ideas and concepts, 
disputes necessarily will arise. There is no reason why legitimate 
disputes that arise must await ultimate decision until FDA brings 
some sort of action—and punitive action at that. It would be im- 
measurably more to the interest of the consuming public if the issues 
could be resolved prior to the bringing of charges in a federal district 
court. 

The rapid, crowding advances of science in this Nation suggests 
that perhaps the present procedures are outmoded and consideration 
should be given to changing the present Act to permit a different, 
broader approach. Consideration should be given to amending the 
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law so that there can be hearings pursuant to the Administrative 
Procedure Act wherein scientific facts on both sides can be presented 
and a decision reached with administrative departmental review. 
Ultimate review from an adverse ruling could then be in the courts 
on the basis of the record. This might be a slow and cumbersome 
process. However, it is much better than no process at all, which is 
often the situation today. Sometimes the haze of indecision never 
clears, and a manufacturer is left in the never-never land of misunder- 
standing and uncertainty. This is unsatisfactory for all sides and is 
not conducive to an enlightened, intelligent determination needed in 
our modern society. Remedial steps should be instituted to eliminate 
this vacuum in our law. 

Practices and procedures that tend to create a division and mis- 
understanding between FDA and the food and drug industries must 
be discouraged. There is no point in—and certainly no need for— 
an arm’s-length relationship between these two groups that must neces- 
sarily work closely together. As a matter of fact, the “open door” policy 
of FDA has done a great deal to prevent the development of friction 
and misunderstanding, and the government administrators responsible 
for this policy deserve full and sustained credit for what has been 


accomplished by it. However, I am still greatly disturbed that the 
Food, Drug, and Cosmetic Act vests government officials with an 
almost unparalleled power over the commerce of food and drug 
products. This is a power which, if not cautiously used, can result in 
untold injury to reputable and enlightened manufacturers. 


Under the present Act, FDA on its own initiative and without 
hearing can institute multiple seizures of any food or drug product 
to accomplish almost any objective that the administration feels 
desirable. The object may be to remove from the public market an 
adulterated food which, if permitted to continue in commerce, would 
spell untold injury to the consuming public. No one could seriously 
object to this authority. At the same time, the Administration is 
vested with the authority under this same section to institute multiple 
seizures of harmless products. This is an extremely broad and 
dangerous power, and the fact that it is used sparingly indicates that 
it is too fraught with danger to exist at all. It certainly is not in the 
tradition of our American concepts of due process. Unless we turn 
our backs on that tradition, we must recognize the need for 
preseizure hearings. This need becomes more evident when we recall 
that under the present Act a manufacturer is not entitled to an in- 
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dependent determination of the correctness of his claims until seizure 
actions come up for trial in court. This often is a very long time after 
an initial seizure has been effected. The adverse publicity concomitant 
with multiple-seizure actions may well put a manufacturer out of 
business before he has had a trial on the merits. Winning the lawsuit 
might well be a hollow victory if the real battle is lost in the cross fire 
of unfavorable newspaper publicity. 

We all know that one of the hallmarks of our criminal juris- 
prudence has been the privilege of a prehearing by a grand jury. 
In order to indict for a crime, a certain minimum amount of evidence 
must be shown by the prosecution prior to the time of standing an 
accused before the bar of Justice. Needless to say, this preliminary- 
hearing concept is one developed out of the long struggle for human 
rights in the history of free men to achieve certain inherent dignities. 
As late as 1951, the United States Congress provided in the Uniform 
Code of Military Justice that before a military man could be subjected 
to trial by a general court-martial of the United States, he should be 
entitled, as a matter of right, to a preliminary pretrial hearing and 
should also have the right to be confronted with the evidence and 
witnesses that would be used against him. At this pretrial hearing, 
he is entitled to cross-examine and present evidence in his own behalf. 
He is privileged to show cause why he should not be tried. This right, 
while ancient in origin, is one with fresh and vigorous meaning con- 
stantly reaffirmed in our process of law. 


Should a different standard apply to the manufacturers of food 
and drug products in this country? Is there any justifiable reason 
why a man whose livelihood and property depend on the reputation of 
his manufactured articles be denied this sacred privilege? The 
businessman or manufacturer should stand in no worse position than 
the suspected felon. Surely, a man or company whose product or 
reputation is at stake is entitled to be heard before he is subjected to 
the devastating blast of multiple seizures. That law needs changing 
which makes it possible for a man or a business to be ruined on the 
basis of evidence unseen and accusations that stand unanswered be- 
cause the law does not permit an answer. 


The only possible justification for the present carte-blanche au- 
thority to seize without hearing is that in some instances public health 
demands inat an adulterated product immediately dangerous to public 
health be eliminated from the market place. The suggestion, however, 
that a manufacturer would intentionally permit a known adulterated 
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drug or deleterious food to remain in commerce is a concept I reject, 
Reputable manufacturers have, upon innumerable occasions, instantly 
withdrawn products against which the slightest suspicion has been 
leveled. But it is when this weapon is used against harmless products 
that the dangers arise. Blanket seizure authority is a dangerous 
instrument in any field. Unbridled power to seize which involves 
power to destroy prior to hearing is contrary to the basic concepts 
which underlie our system of government and to the constitutional 
rights our people enjoy. This authority of FDA to make multiple 
seizure of harmless products is, in my opinion, unjustified by the 
character of our food and drug industries and unwarranted by the 
public responsibilities these industries have willingly accepted. 


Identical Interests of Government and Industry 


These thoughts of mine are premised on the consideration that the 
government and industry are not in hostile camps—that they are not 
adversaries, but parties to the same cause. Their objectives are identi- 
cal, that is, to provide the American public with the best food and drug 
products that it is possible to produce. Indeed, the close relationship 
that has developed through the years has resulted in an ever-increasing 
respect and admiration for the products of American industry. De- 
mands extend throughout the world for American goods of all kinds 
and of all makes, including the products of the food and drug manu- 
facturers. It should be the duty of our government agencies to aid and 
abet the continuing expansion of our national industries in their thrust 
upon the world market. I am not talking about exploiting the under- 
privileged. I am referring to the ability of our dynamic industry to 
produce finer products more cheaply, more quickly and more abun- 
dantly than any other nation in the world. I am talking about the 
world market and about the vast untapped opportunity we as a Nation 
have to command the respect of our world neighbors by providing 
them with necessities heretofore denied them. I am talking about the 
opportunities open to food and drug industries to join in our Nation’s 
effort to lead in economic development in the world market. This isa 
joint venture in which the manufacturer and the government are part- 
ners—and one which at this mid-century presents opportunities un- 
known before. 

In order to export and sell in foreign countries, foreign govern- 
ments often require that a certificate be obtained from some represen- 
tative of our government to the effect that any product which an 
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American company intends to sell in those countries is manufactured 
according to the formula stated on the label and that the sale of the 
product is lawful or is permitted in the United States. This is particu- 
larly true of food and drug products. 


Proposal for Amendment of Act 


No one can reasonably argue with the propriety of such a require- 
ment. Unfortunately, however, neither FDA, the Department of Com- 
merce or, for that matter, any other official federal agency admits to 
being authorized by law to issue such a certificate. While it certainly 
could be reasonably argued that no specific legislative authority is 
required to accommodate this simple need of American industry, it ap- 
pears to me that it would be feasible to amend the Food, Drug, and 
Cosmetic Act to authorize some particular officer to review the facts in 
each instance, hold hearings if necessary and then issue the certificates 
as required. In this manner a system would be established that would 
aid in making American products available in foreign markets. 


As the situation exists now, absent such certificate the products 
are sometimes foreclosed from foreign competition. This is a very 
drastic and harmful result. Aside from preventing the foreign sale of 
perfectly reputable products because of an administrative bottleneck, 
it tends to discredit American products in the eyes of our foreign neigh- 
bors. If our own government, for example, wiil not certify to the pro- 
priety of a particular product, what possible attitude can officials of 
foreign governments take to the same product? The argument that 
our government does not have authority to issue such certificates as 
may be required does little to ease the apprehension that is automati- 
cally created by a failure to cooperate in fulfilling this purely adminis- 
trative requirement. 


Need for Speedy Remedy of Situation Cited 


No sound reason exists, in my opinion, for this restriction, and the 
matter should be remedied as soon as possible. Time lost on this ven- 
ture because of the present inadequacies of the law may well be valu- 
able time which we will not be able to regain easily. Every effort that 
we in this country take to extend our influence and friendship to our 
world neighbors is but another step toward solidarity of the free 
peoples of the world. Our efforts in this regard are in common with 
our desire to achieve world peace. 
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My suggestions here today are in no way intended to deprecate 
the tremendous values that have been contributed to our way of life 
by the beneficial efferts of the Food, Drug, and Cosmetic Act. These 
suggestions I havc ~1ade arise out of my sincere belief that we can 
strengthen the benei:cial impact of this law on both the public and the 
industries that are affected. Perhaps Gilbert and Sullivan had lawyers 
in mind when they observed: 


Oh don’t the day seem lank and long, 

When all goes right and nothing goes wrong, 
And isn’t your life extremely flat, 

When you've nothing whatever to grumble at? 


Close Cooperation Solution to Problems of Next Half-Century 


But I believe that constructive evaluation of present policies is the 
best way to achieve greater success in the future. Perhaps my obser- 
vations to some may be a mere expression of grumbling dissent. They 
are not intended to be so. It is important for lawyers to remember 
that, in this field of public health, our responsibilities are as significant 
and as necessary as that of the medical man. All aspects of the laws 
and regulations pertaining to the food and drug industries must first 
pass the close scrutiny of the legal mind. In many respects, we have 
as much to say about the governing of the health standards of this 
Nation as do the doctors. This is not an easy role for us to assume. 
We are not necessarily trained to perform this feat, but as long as ours 
is a government based on laws, the attorney will be called upon time 
and time again to write the legislation which pertains to all industries 
—including the food and drug industries. We will be called upon to 
advocate in the disputes that arise. Our role as advocates will lead us 
into the resolving of problems and conflicts whose solution will affect 
not only the industry, but touch the very welfare of the general public. 
This necessarily calls for an increasing degree of cooperation between 
the lawyers for industry and the lawyers and officials of government. 
Only by working together in a close, harmonious atmosphere can real 
accomplishments be realized. Only by a mutual understanding of the 
problems of one another can we expect to solve the many difficult and 


complex problems that will face us in the next 50 years. I believe that 
we all can be confident that the future holds unlimited opportunities 
for even greater accomplishments than those that have already been 
realized and, if this is true—as I believe it is—it will be the result of a 
concerted effort by all of us who seek justice together. [The End] 





By EDWIN L. HARDING 


COMMEMORATION—-FIFTIETH ANNIVERSAR 
DRUG LAWS, AND ITS SIGNIFICANCE 








HIS is an important year in the history of the Food and Drug 

Administration. Numerous programs have already been held and 
numerous speeches have already been given commemorating its fiftieth 
anniversary. Many of you have attended several of these meetings, 
including the recent fiftieth anniversary meeting in Washington, and 
are already familiar with the general history of the Administration. 
Consequently, I shall avoid giving a general overview of its work 
since its inception, in order to avoid repetition. I shall also pass over 
the inspiring story of Dr. Wiley, who was appointed chemist in the 
Department of Agriculture in 1883, in charge of a division located in 
two small rooms in the basement of the old agricultural building, with 
personnel of three, and who remained in the government service until 
1912, when he was head of the Bureau of Chemistry, as FDA was then 
known, with personnel of over 500. 

Although this is the fiftieth anniversary of the basic food and 
drug law passed in 1906, it must not be assumed that there was no 
food and drug regulation prior to that time. As recently stated by 
George P. Larrick, Commissioner of Food and Drugs: 

The Food and Drugs Act of 1906 had a long gestation period. In 1878 
the first record of the study of food adulteration by the Chemical Division 
appeared in an annual report of the United States Commissioner of Agriculture. 
When Dr. Harvey W. Wiley became Chief of this Chemical Division in 1883, 
the first problem with which he was confronted was an extensive study of 
food adulteration. 

{In 1889 the small organization that had worked under the direction of the 
Commissioner of Agriculture became the United States Department of Agri- 
culture. The first appropriation for the new Department included a provision 
“To enable the Secretary of Agriculture to extend and continue the investiga- 
tion of the adulteration of foods, drugs and liquors.” 

Also in 1899, a law was enacted giving the Bureau power to 
prevent the importation of dangerous foods. Accordingly, the Bureau 
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had acquired very valuable regulatory experience by 1906 and had, for 
many years before, been conducting investigations into the chemical 
composition, technology and adulteration of foods. 

The February, 1954 issue of the Harvard Law Review, in a com- 
prehensive review of developments in the food and drug law, traced 
the antiquity of that law as follows (at page 634): 

Historically, governmental protection of the consumer dates back at 
least to 300 B. C., when an Indian law prohibited the adulteration of grain, 
scents, and medicines. Early English law afforded protection through criminal 
sanctions against generally defined offenses or under statutes regulating particular 
products, and through private remedies in tort or contract. Seizure of harm- 
ful foods before they could reach the consumer was introduced in 1597 by an act 
providing for the forfeiture of spoiled fish to the Crown, and the first com- 
prehensive English legislation, the Adulteration of Food and Drink Act, was 
enacted in 1860. 

In the early days, attempts were made to regulate the use of 
cosmetics by laws such as the following, passed by the British Parlia- 
ment in 1770: 

All women of whatever age, rank, position or degree, whether virgins, maids 
or widows, that shall impose upon, seduce and betray into matrimony any of his 
Majesty’s subjects by scents, paints, cosmetics, washes, artificial teeth, false hair, 
Spanish wool, iron stays, hoops, high-heeled shoes, bolstered hips or bosoms, 
shall incur the penalty of the law enforced against witchcraft and the like misde- 
meanors and that marriage, upon conviction, shall stand null and void. 

Apparently, the lawmakers went too far that time! 

Honest business has supported FDA from the beginning, because 
the purpose of the food and drug Act has been to insure honesty in 
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business and eliminate unfair competitive practices in manufacturing 
and labeling. The honest manufacturer who manufactures under 
sanitary conditions and markets a pure product free from adulterating 
additions, under honest labels, cannot compete with the unscrupulous 
manufacturer who manufactures under insanitary conditions, cheapens 
his product with low-quality ingredients, and falsely labels his prod- 
uct as being better than it is. 

As Dr. Wiley stated in his first annual report in 1907: 

One of the most gratifying features of this preliminary activity has been 
the almost unanimous support accorded by the trade to the principles of the 
Act. In the majority of cases manufacturers of food products, as well as dealers 
therein, have expressed their cordial support of the Act and offered their hearty 
collaboration in securing its enforcement. The importance of this fact can not be 
overestimated, since the difficulties of enforcing an Act, if the entire food trade 
were opposed to it, would be practically insuperable. 

My own company, the Kellogg Company, has always supported 
the principles of the food and drug Act. The August, 1911 issue of its 
house organ, then called Kellogg's Square Dealer, came to the defense 
of Dr. Wiley when he was under fire, and stated in part as follows: 

Dr. Harvey W. Wiley is a public servant. He is Chief of the Bureau of 
Chemistry, and incidentally chief pure food inspector of the United States. 

It is a big job. And for Dr. Wiley to fill it as efficiently as he has, proves 
tha’ he is a big man. 

The country respects Dr. Wiley and trusts him. The food adulterators fear 
him and do not hesitate to malign him. 

That is enough for us to know. . . . 

Dr. Wiley has been a faithful public servant for some twenty years. He 
has been a fearless one. He has accomplished important reforms. He has 
made many enemies. We love him for the enemies that he has made... . 

We who are in the business of making and distributing foods realize best 
how much vigilance is required to weed out the humbuggery, the quackery, 
the rank dishonesty that would otherwise fasten its blood-sucking tentacles 
upon this business. We know that there is no other business under heaven 
which so demands scrupulous, disinterested, fearless regulation as that of feeding 
the nation’s men and women, and its children. We know, too, that the work 
Wiley has done has been tremendously effective in placing the business of manu- 
facturing and selling foodstuffs upon a higher plane. 

In spite of the efforts of FDA and the efforts of all other law- 
enforcing agencies, unfair competition still continues to some extent 
in the food field. The 1954 report mentions seizures based on: 


. coffee adulterated with spent grounds, chaff, and chickpeas; watered turkeys, 
oysters and clams; sorghum with added glucose; egg yolk “stretched” with non- 
fat dry milk solids; and fish misbranded with names of more expensive varieties. 


The April 28, 1956 monthly report of the Administration noted 
the following corrective actions by food and drug inspectors making 
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return visits to food plants previously found operating under objection- 
able sanitary conditions: (1) removal of operations to another building 
where good housekeeping could be maintained ; (2) repair of buildings 
to prevent entry of insects and rodents and to provide better storage 
facilities; (3) purchase of new equipment to be used in examining the 
condition of incoming raw materials and in sorting to eliminate unfit 
ingredients; (4) use of protective coverings for open ingredient con- 
tainers; and (5) hiring of quality-control personnel to assure the use 
of sound materials and to maintain proper plant sanitation. 


These conditions illustrate the necessity for continuous and 
eternal vigilance on the part of FDA. 


Administration's Constructive Attitude Toward Industry 

The Administration has always worked very closely with industry, 
and it has attempted to adopt a constructive attitude, as experience 
demonstrated convincingly that only an insignificant proportion of the 
members of the industries concerned deliberately violate the law. We 
all know that most businessmen earnestly desire to comply with all 
its reasonable regulations not only on ethical grounds, but also because 
it is the part of good business. 

Consequently, the Administration long ago adopted an advisory- 
before-the-act attitude by offering suggestions which should enable 
manufacturers to keep their products in compliance with the law, and 
this attitude has met with the enthusiastic approval of business. 

Illustrations of the above cooperative policy of FDA in making 
every effort to correct abuses at their source before taking action are dealt 
with in Dr. Campbell's 1928 report, as follows: (1) a special campaign 
to keep from the market figs containing excessively high proportions 
of moldy and wormy fruit; (2) supervision of state traffic in fruit and 
vegetables subject to contamination with spray residue; (3) a major 


project to put an end to interstate traffic in oysters containing excessive 


water ; (4) proceedings against cereal products and baked foods labeled 
as of value in maintaining, promoting or restoring health, or in acting 
directly as therapeutic agents in the treatment of disease, when such 
claims were not warranted by the composition; and (5) requiring that 
medicated foods, such as crackers containing senna, mayonnaise made 
with mineral oil, etc., be sold as medicines and not as foods. 

The annual reports of the Administration, from 1907 to 1954, are 
replete with examples of such cooperation, and the above instances 





PAGE 586 FOOD DRUG COSMETIC LAW JOURNAL—NOVEMBER, 1956 


show the general character of its problems, both throughout the years 
and currently. 


Dr, Campbell’s last report was made during the war years. This 
report began with the statement: 

To preserve the integrity of the food and drug supply of a nation at war 
is now the primary responsibility of the Food and Drug Administration. . . . 
A second responsibility is to make available to other war agencies the knowl- 
edge and skills of its staff of scientists trained in many specialized fields, to 
assist in solving wartime problems. [Report for period July 1, 1941, to June 
30, 1943.] 

This report dealt at length with the many problems presented 
by the wartime production of foods and drugs, with which most of us 
are thoroughly familiar, and pointed out the many services per- 
formed by the Administration at the direct request of the various war 
agencies. Some of such services were as follows: investigations to 
determine toxicity of insect repellents for troops concentrated in large 
numbers in areas highly infested with disease-carrying insects ; investi- 
gations in connection with the development and use of synthetic drugs, 
such as atabrine, as antimalarials, brought about by the quinine 
scarcity ; studies on articles developed for protection against the effects 
of war gases; studies for the estimation of the adequacy of vitamin 
content of basic rations developed for the military; and studies of 
methods for the detection of decomposition in powdered eggs. 


This report also dealt in detail with numerous other problems 
brought about by the war effort caused by shortages and price ceilings, 
stating: 

Current shortages and price ceilings have greatly increased the temptation 
towards adulteration and misbranding. An endless variety of substitutes, 
imitations, diluents, preservatives, and extenders have appeared on the market, 
some with labeling either false or so insidiously devised that all but the most 
observant consumers are grossly deceived. Such cheats become more serious 
where the supply of commodities is limited and the consumer is obliged to cur- 
tail his food purchases. Violations in this field may affect not only the pocket- 
book but may actually impair the health of consumers through reducing nutri- 
tional values below minimum requirements. 


During the war, members of the FDA staff furnished technical 
advice to the War Production Board, Office of Economic Warfare, 
Office of Price Administration, War Food Administration, War and 
Navy Departments, National Research Council, and other war agencies, 
and served on a number of boards and committees, such as the Food 
and Nutrition Board, the Vitamin Committee of the Combined Food 
Board, various subcommittees of the National Research Council, and 
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the Provisions Committee of the Federal Specifications Executive 
Committee. 

One of the most extensive studies ever made of the FDA was 
that made in 1955 by the Citizens Advisory Committee on the Food 
and Drug Administration. In its report under date of June 30, 1955, 
to the Secretary of Health, Education, and Welfare, the committee 
states in part as follows: 

There is a lack of knowledge of the broad scope of FDA responsibility 


both among the general public and among public servants. The complexities 
of the problems which confront FDA are not generally comprehended... . 


The rapid and remarkable growth in knowledge of scientific phenomena has 
greatly increased the complexities of chemical formulae and compounds used in 
foods and drugs and therefore complicated the analyses which the FDA is re- 
quired to make. ... 

Almost half of the highly potent drugs available today were unknown 15 
years ago. 

The output of frozen foods has more than tripled in the last seven years and 
the growth of the precooked food market has created new problems of regula- 
tion and safety... . 

The average supermarket today stocks more than five times as many items 
as in 1939.... 

The present Committee believes the Food, Drug, and Cosmetic Act serves a 
purpose that is essential to the health and welfare of every person in the 
country, and that the Act must be properly enforced. . . . 

The Committee is firmly of the opinion that (1) the scope and complexity 
of the present enforcement and regulatory problems, if dealt with inadequately, 
constitute a threat to the health and the welfare of our citizens; and (2) that 
the resources of the FDA are woefully inadequate to discharge its present re- 
sponsibilities. 

A careful study of the report of the citizens advisory committee 
is recommended by all persons interested in the activities, work and 
current problems of the Administration. 

The widespread responsibilities of FDA are unbelievable. Its 
annual reports detail its many-pronged activities. Its 1954 report 
relates one of its unusual projects, which involved large-scale radio- 
logical examination of Japanese fish, following reports that tuna 
suspected of being radioactive were being landed in Japan following 
atomic blasts in the Pacific. A by-product of these tests was the 
experience that FDA inspectors and chemists and cooperating city 
health officials gained in the use of survey meters and monitoring 
techniques, which will be valuable for civil defense uses. 

Another unusua! activity of the Administration is its recent 
campaign against “pep pills,” which have been definitely implicated 
as being used by kidnappers, counterfeiters and other criminals to 
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remove inhibitions against antisocial practices, and which have also 
been used extensively by truck drivers to keep them awake so they 
can keep on driving despite fatigue, thus contributing to highway 
accidents. 


Heads of FDA All Career Men 

The secret of the successful work of the Administration and the 
high regard for it throughout the land is that it has always been 
staffed by career men. 

Harvey W. Wiley was in the governmental service for 29 years. 
He organized the Bureau, and headed it from 1907 to 1912. 

In 1927, the name of the Bureau was changed to the Food and 
Drug Administration, and Walter G. Campbell was named its head. 
Dr. Campbell had been connected with the Bureau from the beginning, 
entering the federal service as chief food and drug inspector in 1907, 
when the 1906 Act became effective. He organized, under the general 
direction of Dr. Wiley, the small staff of food and drug inspectors on 
a nation-wide basis, and formulated plans for inspection operations. 
He retired in 1944, after 37 years with the Administration. 


Dr. Campbell was succeeded by Paul B, Dunbar, on May 6, 1944. 
Dr. Dunbar was also one of the original group selected for the enforce- 
ment of the 1906 Act. He started out as a food chemist with the 
Bureau and rose through the ranks. He served as head of the Ad- 
ministration for seven years, until May 31, 1951, having spent nearly 


44 years in government service. 

Mr. Charles W. Crawford succeeded Dr. Dunbar. Mr. Crawford 
also started at the bottom and worked his way up, beginning as an 
analyst at Chicago. He retired July 31, 1954, after three years as head 
of the Bureau and after 37 years of government service. 

Mr. Crawford was succeeded by the present Commissioner, 
George P. Larrick, who joined the Bureau as an inspector in 1923 and, 
like his predecessors, came up through the ranks. Dr. Larrick is from 
Ohio, and attended Wittenberg College and Ohio State University, as 
well as George Washington University. The Drexel Institute of 
Technology recently recognized his outstanding contributions to society by 
conferring on him an honorary Doctor of Science degree. 

This brief sketch of the careers of heads of FDA illustrates the 
truth of Dr. Dunbar’s observation that it is one of the “finest career 
organizations in the Government service.” All of its heads have been 
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truly devoted public servants, and the entire Nation is grateful for 
their invaluable contributions to the welfare of the people. 


I cannot close this paper without paying a tribute to Mr. Charles 
Wesley Dunn, who is a “career” man in the food, drug and cosmetic 
field. After graduating from Columbia University and New York 
University Law School, he became interested in the food and drug 
field in its early days, and has been a leader in that field ever since, 
as a private practitioner; as a writer of books, addresses and articles; 


as counsel to trade associations and businesses; as organizer of the 
food, drug and cosmetic sections in the American and New York State 
Bar Associations; as organizer and head of The Food Law Institute, 
and as chairman of the editorial advisory board of Foop DruG Cosmetic 
Law JourNAL. His work has been outstanding not only in the United 
States, but throughout the world. 


In conclusion, and on behalf of the food industry, I salute FDA 
on its fiftieth anniversary of working in partnership with the food 
manufacturers to provide the American consumers with the world’s 


best and purest food supply. [The End] 
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Drug Legislation in Canada 


In This Paper, Read Before the Canadian Pharmaceutical Associa- 
tion Meeting at Ottawa, Ontario, on August 13, 1956, the Author 
Discusses the History of Law in the Drug Field, and Defines Its 
Purposes. He Also Examines Provincial-Level Pharmacy Legislation 


N RECOGNITION of the importance of this occasion, I have 

thought it appropriate to select a subject for discussion that would 

be both topical and timely. The subject which I have chosen, I 

thought, possesses features that might be of interest to you. If I am 

successful in my selection, there should result some group discussion 
as well as individual thinking by the members of this association. 

As a background against which I propose to discuss legislation 
at the provincial as well as the federal level, it may be appropriate to 
spend a moment in discussing the purpose of the legislation. 

While food has long been the subject of legislative control, drug 
legislation—except for the laws dealing with witchcraft—is of rela- 
tively modern origin. The ancient food laws were, of course, not com- 
parable to the type of legislative control which is contained in our 
modern legislation. These laws were rather concerned with the adul- 
teration of such staples as bread, ale and wine, and with very special 
punishments to fit the crime. For example, it is recorded that in 1350 
a wine seller who sold unsound wine was sentenced to drink his own 
product and to have what he could not drink poured over his head. 

In Canada, the first legislation dealing with food and drugs was 
enacted in 1874, and was modeled on the comparable English act of 
1872. It is of interest to note, in passing, that this was the first legis- 
lation of its kind on this continent, predating the first United States 
Food and Drug Act by a quarter of a century. As did Mr. Turnbull, 
who represented your association, I had the pleasure a few weeks ago 
of attending in Washington the golden-jubilee celebration of the com- 
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parable United States food and drug legislation. In a much more 
modest way, we, in Canada, celebrated our seventy-fifth anniversary 
some five years ago. 

The Canadian legislation stemmed not from any particular regard 
for the protection of the public health as regards the adulteration of 
food or drugs, but from the fear, which was then prevalent, of bad 
liquor. 

The proponents of prohibition were very vocal, and many were 
the attempts to enact a form of national prohibition. The proponents, 
however, of the sale of beverages—who were equally vocal—claimed 
that it was not liquor that was the evil, but bad liquor and, therefore, 
there ought to be legislation to prevent the sale of bad liquor. What- 
ever may be merits of the arguments pro or con, there was enacted in 
1874 an act to impose license duties on compounders of spirits; to 
amend the “Act Respecting the Inland Revenue”; and to prevent the 
aduiteration of food, drink and drugs. As might be expected, the 
emphasis of this legislation was on the question of adulteration of 
spirits and the protection of the public purse rather than the private 
pocketbook. It did, however, provide the starting point from which 
has grown the present simple but effective Food and Drugs Act. 

Parallel with the growth of the federal legislation, there was 
enacted in the provinces, as they came into being, legislation concerned 
with pharmacy. Today the legislative pattern as regards drugs is both 
federal and provincial. 
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The purpose of all of this legislation is the protection of the public. 
The federal legislation is concerned with the protection of the public 
health, as well as the prevention of fraud in the manufacture and sale 
of drugs. The provincial legislation is concerned with the profession 
of pharmacy, the qualifications that pharmaceutical chemists must 
possess in order to practice their profession, the places where drugs 
may be procured, and other matters—all designed to insure that drugs 
will be only in the hands of persons who are specially trained and 
qualified to serve the public. 


These, broadly, would seem to be the respective purposes of fed- 
eral and provincial legislation. It follows that in the carrying-out of 
these functions there must be some practical and logical division of 
the responsibilities to be met; it is to this division that I propose to 
address my remarks. Obviously, the public can best be served by 
simple and uniform laws that are easy to understand and to observe. 
Unfortunately, the legislative situation as it exists cannot be so 
described. The subject as it is dealt with in legislation is, to say the 
least, complex. Any of you who have made a study of drug legislation 
will, I am sure, agree that what I have said is not an overstatement. 


Part of the complication stems from the constitutional position 
which the subject occupies in Canada. Part—and perhaps the greater 
part—would appear to stem from a lack of long-range planning and 
co-ordination in the respective fields in which federal and provincial 
laws can best operate if the public good is to be adequately served. 


While I will avoid a technical discussion of the constitutional 
aspects of the legislation, I will attempt to outline simply the con- 
stitutional basis on which the federal as well as the provincial drug 
laws rest. 

The British North America Act, which is the written part of the 
Canadian Constitution, divides legislative powers and responsibilities 
between the federal Parliament and the provincial legislatures. It 
assigns to the provincial legislatures exclusive jurisdiction with respect 
to certain subjects, It leaves to the Parliament of Canada the residue 
of legislative authority and, for greater certainty, enumerates subjects 
which are exclusively within the federal domain. 


Drugs are not, however, referred to anywhere in the British North 
America Act. It is necessary, therefore, to find a subject which is 
broad enough to include authority to legislate for the purposes that I 
have mentioned. It follows, of course, that with an allocation of sub- 
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jects between federal and the provincial authorities, the jurisdictional 
basis for federal and for provincial legislation must differ, even though 
it is concerned with a common subject. This becomes of considerable 
importance in understanding the matters which I will touch upon by 
way of illustration. 

Injury to the public health and fraud have always been considered 
to be crimes. It follows that a function of the criminal law will be 
the protection of the public health and the prevention of fraud. Crim- 
inal law under the division of legislative responsibilities in Canada 
is exclusively a federal matter. The federal legislation, therefore, as 
it deals with drugs does so from the point of view of protecting the 
public health and of preventing fraud and is, therefore, criminal law. 


Federal Statutes of Uniform Application 

There are, as you know, three statutes at the federal level which 
are concerned with drugs. These are the Food and Drugs Act, the 
Proprietary or Patent Medicine Act, and the Opium and Narcotic 
Drug Act. They have all been held to be criminal law statutes in that 
they attempt to protect the public health against injury or harm and 
to prevent fraud. As such, they have uniform application in the whole 
of Canada and are not affected by geographical boundaries between 
provinces. 

At the provincial level there is in each of the provinces legislation 
concerned with the practice of pharmacy and related matters, for the 


purposes I have mentioned, The authority for this legislation has been 


held to come under the heading of “property and civil rights in the 
province.” This is a subject within provincial jurisdiction. It will be 
seen, therefore, that our legislation as it deals with drugs rests upon 
entirely different considerations depending upon whether it is federal 
or provincial. 

While federal and provincial legislation can and very often must 
deal with a common subject, it is a settled principle that provincial 
and federal legislation in so doing should not conflict. 

In framing legislation with the common objective of protecting 
and serving the public, it becomes essential that the purposes of the 
respective laws should be clearly understood and that these purposes 
should not needlessly attempt to duplicate what is contained in the 
others. I emphasize this because the area to be occupied by provin- 
cial, as well as federal, drug laws for their important purpose is suffi- 
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ciently large to provide full scope for the efforts of each without the 
necessity of needless duplication or conflict of purpose. 


It follows, I think, that if a federal law is validly enacted and if 
it deals adequately with an aspect of a subject, no additional force or 
validity is given to its purpose by its repetition or duplication in a 
provincial statute. This can only lead to confusion and cannot in any 
way serve the public good or make the task of the pharmacist any 
less onerous. Indeed, the task of the pharmacist who is faced with 
federal and provincial legislation for a common purpose but which 
perhaps differs in language—in provisions or in penalties—is not an 
envied one. May I suggest, therefore, that it is useful to consider what 
are the logical areas, as well as the proper ones, to be covered in the 
respective legislative fields concerned with drugs. In this way much 
confusion as well as misunderstanding can be avoided. 

It seems to me that the purpose of the legislation itself provides 
a practical and logical division. 

The public good would not be served by standards for drugs which 
vary as between provinces. Obviously, there must be, and there is, a 
national standard for our drug supply in Canada. This is taken care 
of in the Food and Drugs Act and, as criminal law, it has application 
everywhere in Canada, regardless of provincial boundaries, 


The labeling and advertising of drugs would seem to involve con- 
siderations similar to those which apply to standards. It would be 
difficult to defend insofar as the public good is concerned different 
labeling and advertising requirements as between provinces. Obvi- 
ously, in this area, labeling—both from the public and from the manu- 
facturers’ points of view—must be uniform for the whole of Canada 
and this, again, is taken care of in the Food and Drugs Act. 


A third area which would seem logical, having regard to the pub- 
lic good, is uniformity in the conditions pertaining to the sale of those 
drugs which should not be sold over the counter to all and sundry. 
The considerations affecting such drugs should not differ as between 
provinces, This is taken care of in Schedule F of the Food and Drugs 
Act, which lists drugs which may be dispensed to the public only upon 
prescription. 


No particular problem has ever arisen as regards a national stand- 
ard for drugs or as regards national labeling. It is, however, with 
respect to the sale of drugs on prescription that there is at the present 
time a very complicated situation. 
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Prior to 1942, the Food and Drugs Act was silent on the question 
of the sale of drugs on prescription. Such drugs as should not be sold 
except upon prescription were wholly dealt with in the various provin- 
cial pharmacy acts. I need not discuss in detail the great divergence of 
coverage as was given in these various acts. Certain drugs could not 
be sold in one province except upon prescription, but in another prov- 
ince no prescription was required, In 1942, at the request of the 
Dominion Council of Health, which is composed of the chief medical 
officers of health of all provinces, regulations were enacted under the 
Food and Drugs Act which attempted to put on a national and uniform 
basis and under a single law the requirements as regards the sale of 
prescription drugs. The list of drugs which was then established was 
intended to provide the lowest common protection denominator as 
regards such drugs. The federal legislation was careful to avoid any 
interference with provincial legislation in terms of who could dispense 
or prescribe drugs and, in this respect, defers wholly to provincial 
laws. 

Definition of “Prescription” 

The regulations define a “prescription” as an order given by a 
practitioner directing that a stated amount of any drug be dispensed 
for the person named in the order and a “practitioner” is defined as a 
person authorized by law of a province of Canada to treat patients 
with any drug listed or described in Schedule F. There is thus com- 
plete harmony between the federal law and the provincial law as 
regards the list of drugs and the right of persons to prescribe and to 
dispense the drugs referred to in that list. 


It was thought that with uniform requirements throughout 
Canada, the public good—to say nothing of the pharmacist—would 
be better served in knowing of the legal requirements as they affected 
this class of commodity. Despite the well-intentioned efforts of the 
regulations, uniformity did not result. If anything, the situation in 


some respects became more confused. 


The confusion to which I refer lies in the repetition in a number 
of the provincial statutes of drugs which are also listed in Schedule F. 
If the provincial list or the provincial conditions of sale are, identical 
to Schedule F or to the food and drug regulations, then at best no 
additional protection is given to the public. If, however, the provincial 
list or the requirements should differ from the federal, then the ques- 
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tion of conflict between a federal and a provincial law can arise. I will 
not discuss the consequence of such a conflict as I do not think it 


proper for me to do so nor is this necessary to illustrate the point 
I am attempting to make. It is sufficient to say that the public good 
will not be advanced by a duplication, let alone a conflict in the legis- 


lation. 

I have made reference to Schedule F as regards the question of 
prescription drugs. I should, however, also discuss the comparable 
situation as it pertains to the Opium and Narcotic Drug Act where 
there is the same possibility of duplication, as well as of conflict. 


The Opium and Narcotic Drug Act, as I stated earlier, is also 
criminal law. It is intended to limit to medical and scientific use the 
sale, distribution and possession of narcotic drugs. It defines, by means 
of a schedule, what a narcotic drug is. It provides that such drugs 
may be sold only upon a prescription. It provides that a prescription 
may be in writing or it may be orally given, and certain preparations 
are authorized to be dispensed upon an oral prescription. 


The list of narcotic drugs as contained in the schedule to the act is 
exhaustive and is exclusive. A substance is, therefore, a narcotic drug 
or it is not. If it is a narcotic drug, the act prescribes all of the condi- 
tions affecting its sale. In this respect it goes even further than does 
the Food and Drugs Act in that it specifically limits to retail drug- 
stores the outlets wherein narcotic drugs can be sold. 


The repetition in a provincial statute of a list of narcotic drugs, 
with special conditions regarding their sale, which are also contained 
in the federal act cannot add anything to the protection which either 
law intends to give to the public. If the provincial requirements are 
identical in language and in content, then at best they are superfluous. 
If the provincial requirements, however, should differ from those 
contained in the federal law, then the possibility of a conflict between 
the two is possible. 

I have never been entirely clear as to why the provincial laws 
continued to establish a list of drugs, the sale of which could be made 
only upon a prescription, if the subject was competently taken care of 
on a national and uniform basis in the Food and Drugs Act and the 
Opium and Narcotic Drug Act. It may be that there is a different 
purpose for the retention of these schedules in the provincial laws and, 
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if so, it may be that the purpose is such as to remove the possibility 
of duplication or of conflict. Unless, however, there is a different pur- 
pose, this illustrates the need of integration and of uniformity if the 
public good is to be best served. 


For obvious reasons I will not refer to any particular provincial 
statute either as regards a Schedule F drug or as regards a narcotic. 
Lest, however, it be thought that I am being imaginative in suggesting 
that there is the possibility of a conflict, let me illustrate. 

In the case of at least one provincial law it was provided that a 
prescription must be in writing when at the same time it was provided 
in the food ard drug regulations that a prescription could be orally 
given. In another provincial law, it was provided that a prescription 
for a narcotic drug must be in writing regardless of the fact that under 
the Opium and Narcotic Drug Act certain preparations could be dis- 
pensed upon an oral prescription. Inasmuch as the principle of oral 
prescriptions was introduced in the food and drug regulations and in 
the narcotic regulations wholly at the request of the pharmacists of 
Canada for their convenience, there should not, I suggest, exist any 
difference between the requirements of the provincial and the federal 
laws insofar as these matters are concerned. 


In indicating that duplication of coverage is not only unnecessary, 


but may have consequences which no one would desire, I would not 


suggest that a provincial pharmacy act cannot or should not establish 
a supplementary schedule of drugs to be sold only upon prescription. 


Indeed, it may be that for particular reasons, a pharmacy act 
would impose such a condition on the sale of a drug not included in 
Schedule F. 

It would be quite fitting, therefore, that such a supplementary 
schedule might be contained in a provincial statute. If so, it would be 
helpful to anyone concerned with the legislation if attention could 
also be drawn to the existence of Schedule F in the Food and Drugs 
Act. This, however, is a different thing from the literal repetition of 
the contents of Schedule F along with whatever other drugs the pro- 
vincial legislation might wish to restrict. 

I think the above deals sufficiently with the three areas in which 
the purpose of the legislation seems to lend itself to national uniform 
treatment. There may, of course, be developments in this field which 
would suggest an extension of this principle as being in the interest 
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of the public health. This perhaps is a matter which could be deter- 
mined in the light of the desirability of national uniformity in contrast 
with the public interest’s being better served by legislation catering 
to geographical, as well as local, conditions, 


Having dealt with that portion of the subject which would seem 
to lend itself to national uniformity of coverage, I should now like 
to turn to the other portion, which would seem to fall within the sub- 
ject of property and, civil rights in the province. I have already in- 
dicated that one of the broad purposes in the legislation is to ensure 
that drugs will be distributed only by persons who are competent to 
serve the public by reason of their special qualifications. Accordingly, 
the establishment of standards of qualification for the practice of 
pharmacy and the licensing of pharmacists and their certification 
through the operation of schools of training and a licensing authority are 
matters which would seem to be wholly within a provincial area. 

It also follows from this that having set up a professional group 
qualified to handle drugs with special understanding of the problems 
involved in their distribution, the legislation should also take into 
account who may sell drugs, the places where drugs may be sold, and 
other matters which are in the public interest. These are matters 
which could vary as between provinces and would not seem to require 
a single operative law. 

The provincial legislation in a variety of ways is designed to ac 
complish this purpose. With a clear understanding of the purpose 
of the federal law and the purpose of the provincial laws, there need 
not exist any difficulty on the part of those who are required to observe 
them. On the contrary, the integration of subject matter, which I 
suggest to you is possible, would lead to a desirable degree of simplicity 
which would best serve the public and those of your learned profession. 

There remain one or two further points which | think I should 
touch upon. These involve partly the possibility of conflict between 
the federal law and certain provincial laws and partly illustrates the 
desirability of greater uniformity as between provincial laws. I refer 
to the definition of a drug as it is contained in certain of your 
provincial statutes. 

In some of the provincial statutes, a “drug” is defined as a sub- 
stance listed in the British Pharmacopoeia or in the Canadian Formulary 


or in any other pharmacopoeia or formulary approved by Canada’s 
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Minister of National Health and Welfare. This definition by identifica- 
tion of substance has, I suggest, some undesirable limitations apart 
from a difficulty which I will explain. It may have the result of making 
an article a drug regardless of its use—and this, of course, is not the 
intent of the legislation. The definition of a drug in the Food and 
Drugs Act is wholly a functional one. It is identified with the purpose 
for which a substance is manufactured, recommended: or sold. It 
follows, therefore, that a substance can be a drug for one purpose and 
a food for another purpose and, perhaps, an industrial chemical for 
another—in which case it would not be subject to the Food and Drugs 
Act at all. 


I have not been able to see wherein the advantage lies of identify- 
ing a substance wholly with a particular pharmacopoeia, which can 
only serve as a form of pharmacopoeial cookbook in giving the recipes 
for the drugs which are referred to. Inasmuch, however, as the ques- 
tion of drug standards is dealt with wholly under the federal law, 
there would seem little purpose in identifying substances with the 
British Pharmacopoeia or the Canadian Formulary. 


This leads me to a further point which, I think, is worthy of 
mention. Under the Food and Drugs Act, provision is made for 
what, in effect, are three standards for drugs. There is, first, the 
standard established by regulation under the act; second, the standard 
established in one of the official publications listed in Schedule B of 
the act; and, third, the standard established by the manufacturer 
which he indicates on his label. 

In order of legal precedence, however, a standard provided by 
regulation takes precedence over any other standard regardless of 
whether it is contained in the British Pharmacopoeia or elsewhere. | 
think you will appreciate the difficulty which can arise in identifying 
a drug with the British Pharmacopoeia when—if a standard for that 
drug has been made by regulation—that contained in the British 
Pharmacopoeia may have no validity. 

There is a further complication which I cannot refrain from 
mentioning—the fact that the Minister of National Health and Wel 
fare does not officially approve of any phamacopoeia or formulary 
The list of publications contained in Schedule B is established by 
the Governor in Council on the recommendation of the Minister of 
National Health and Welfare, but I would think it could be argued 
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that this is a different thing from the official approval of the Minister 
of National Health and Welfare to a pharmacopoeia or formulary 
as would be suggested by the definition of a drug as contained in cer- 
tain of the provincial statutes. 


I have touched upon what I consider the desirable quality of in- 
tegration between federal and provincial legislation, and I now come to 
the final point which I would like to make ; this involves the possibility 
of greater uniformity as between the provincial statutes. 


Differences in Provincial Pharmacy Legislation 

Having regard to the purpose and scope of provincial legislation, 
one is, I think, entitled to wonder whether any useful purpose is served 
by present differences in provincial pharmacy acts. One would not 
expect the qualifications to practice the profession to be less exacting 
in one province than in another. One would not expect the matters 
pertaining to the control of the profession to vary greatly as between 
provinces. One would not expect the conditions as they affect the 
operation of drug stores and other matters relative to the sale of 
drugs to vary substantially. With such community of purpose, one 
might well raise the question of why there could not be greater 
uniformity as between the various provincial pharmacy acts. This 
principle of uniformity has been given effect in other areas of provincial 
legislation with wholly beneficial results to all who are concerned by it. 
The field of pharmacy legislation would seem an especially logical 
one in which to give effect to this when the purposes for which the 
legislation is enacted are in all respects identical as between provinces. 

I therefore raise for the consideration of this group the possibility 
of some integration of subject matter, as well as uniformity of content, 
in the legislation which affects your profession and which is of such 
importance to the public. 

I hope that what I have said has been sufficiently provocative to 
merit consideration of this problem by your association at large. In- 
tegration of purpose between federal and provincial legislation must 
be wholly in the public interest. The accomplishment of uniformity 
as between provincial statutes dealing with a common subject must 
likewise be wholly in the public interest. This is altogether apart from 
the benefits which I suggest the members of your profession would 
derive from such integration and uniformity. It would simplify 
enormously the requirements which you must observe at both the 
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provincial and the federal levels in the carrying-out of the responsi- 
bilities of your profession. 


Suggestion for Better Understanding of Purpose of Legislation 

In concluding my remarks, there is something to which I feel 
reference might also be made. I have sensed in my somewhat super- 
ficial researches into drug legislation in Canada that there is less than 
the degree of understanding on the part of members of the profession 
of the purpose of the legislation, which is for your own protection and 
benefit, than would be desirable. I am not sure to what extent students 
at the undergraduate level are given any instruction in the pattern 
of the legislation which will affect the practice of their profession 
or an opportunity of understanding the purpose behind the respective 
provincial and federal requirements. I know that in the field of 
narcotic drugs a great deal along these lines is done. I would respect 
fully raise for your consideration the possibility that in the curricula 
of the various pharmacy colleges some attention could well be given 
to relevant legislation at the federal and provincial levels. This would 
not present any great difficulty, and might at long range help to 
bring about the integration and the uniformity which seems to be so 
essential if the purpose of the legislation is to be wholly met. 

I hope that ‘in my discussion of drug legislation in Canada no 
one will feel that I have presumed upon the occasion in raising for your 
consideration matters that are within a provincial area, 

I have consciously tried not to approach the subject wholly from 
a federal or a departmental point of view. Should there be any ques- 
tion on this, I would wish to make it quite clear that the views I 
have expressed are my own. 

I have tried to discuss the subject objectively and constructively, 
having regard to the purpose of the legislation and to illustrate by 
practical example what I consider to be the exigencies as well as the 
realities of a common responsibility. The fulfillment of this responsi- 
bility will insure to the Canadian public the protection they are entitled 
to expect from federal and provincial legislation in the distribution, 


sale and use of drugs for legitimate and beneficial purposes. 


[The End] 


QUO 





Good Food Administration 





and Industry Cooperation: 


I* IS A PRIVILEGE to meet with such a distinguished group, 
particularly one with whom we have so much in common. This 
makes the luncheon in our honor all the more appreciated. There has 
always been a large area of common interest between the food industry 
and food-law enforcement officials. It has always been true that when 
an unworthy food reached the consumers it hurt the reputation of the 
producer and, to some extent, the whole industry. At the same time it 
reacted unfavorably upon food-law officials because the public ques- 
tioned their ability and competency. It is axiomatic that consumer 
acceptance for the product of a whole industry is hurt when consumers 
are disappointed in, or injured by, the product of even a small segment 
of that industry. 


The Food and Drug Administration is grateful for the constructive 
part that the food industry has played in celebrating the fiftieth anni- 
versary of the enactment of the original food and drug law. Mr. Dunn 
deserves credit for a very important part in that program. We believe 
that this celebration has in a very worth-while way called public 
attention to the great strides which the industry has made in the 
improvement of consumer goods in the food field, and likewise the 
part that food officials—both federal and local—have played in this 
desirable evolutionary process. 


Current developments in the food industry make industry-govern 
ment cooperation even more important. There is an insistent demand 
from the public for a higher and higher standard of living. Your sales 
show that the public wants more and more convenient food, greater 
and greater diversification, new flavors, improved nutrition, better 
packaging. To meet these demands your scientists must employ a 
wide variety of substances in food which have not previously been 
included in their composition. New preservatives, antioxidants, sur- 
face-acting agents, stabilizers, thickeners, bleaching and maturing 
agents, buffers, acids, alkalies, food colors, nutrient supplements, fla 
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voring agents, and a host of others are essential to satisfy this insistent 
and legitimate consumer demand. 

In the development of these newer foodstuffs there is opportunity 
for serious error, We must be sure that these products, designed for 
good, are not in fact harmful, have not lost nutritive qualities, and do 
not in some other way react to the detriment of the consumer whom 
we all wish to serve faithfully and well. 


We are in an era of great changes in food production and distribu- 
tion in this country. At times these developments and changes present 
questions which are difficult for the consuming public to understand. 
Of course, change will always be resisted by some people. False accu- 
sations will be made against some materials added to foods. Certain 
misleading statements that got into our daily press recently about 
cancer-producing food substances allegedly used in the United States 


are an example. 


In these days it is essential that both food producers and food-law 
enforcement officers have lines of communication which will prevent 
misunderstandings. Many of you are aware of our traditional open- 
door policy, under which we are willing and eager at all times to 
discuss mutual problems with representatives of the industry. Now 
I am glad to say that we have been fortunate to take another step in 
this direction by appointing Mr. G. Cullen Thomas, recently retired 
vice president of General Mills, as our consultant. We believe Mr. 
Thomas will help us to further develop and perfect our lines of com- 
munication with the food, drug, and cosmetic industries, This should 
help us in our joint efforts to keep these industries, the federal and 
local officials, and the public accurately and fully informed. 
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If you are to discharge your obligations adequately you will need 
to continue to employ scientists of increasing knowledge and ability. 
You will need to continue to provide them with the most modern 
laboratories and technical facilities, There is no question that you are 
able and willing to do this. 


Likewise, we ask you to help us to provide federal and local gov- 
ernments with a continuing supply of competent scientists. To attract 
young, able scientists to the government, we, too, must have modern 
laboratories and scientific facilities. It appears inevitable to me that 
industry will be doing itself a service if it sees to it that government 
in the food-law enforcement field is not manned with second-raters. 
If we do not have competent people, the advice which industry gets 
from us, the information which we give to the public and the evidence 
upon which our law-enforcement programs are predicated will be 
mediocre and often wrong. 

We in the federal service have had the happy experience of being 
supported in our requests for more modern facilities and increases in 
personnel, so that our obligations may, if the present trend of support- 
ing our activities continues, be more nearly balanced by our resources. 
For the most part the state facilities have not as yet been so favorably 
considered. We commend to you, as a public service and in your own 
interest, serious and continued attention to the problems of both federal 


and local food officials. [The End] 


REPORTS TO THE READER—Continued from page 564 





guilty, but sentencing was deferred pend- A food company was found to have 
ing a presentence report. On October held farina, rice and flour under in- 
22, the manufacturing firm was fined sanitary conditions. It was fined $1,000 
$6,000. Its president was sentenced to and court costs of $38.20. 

serve one year in jail. In June, a company had been fined 
$2,000, where frozen whole eggs were 
found to be decomposed. In Septem- 
ber, the fine was reduced to $1,000. 


A poultry company’s dressed turkeys 
were found to be decomposed and di- 
seased. The firm was fined $3,000. Its 
president and treasurer was fined $1,000. 

A dietary product was deficient in 
labeled amounts of the vitamins A, B,, 
B:, Bw and niacinamide. It contained 
more sodium than was declared on the 


Three individuals were prosecuted 
for selling amphetamine, barbiturates 
and thyroid without physicians’ pre- 
scriptions. The manager of the drug- 
store involyed, who was also a pharmacist, label and it failed to bear a label stating 
was fined $3,000. Another pharmacist that the article contained nonfat dry milk 
was fined $500. A clerk was fined $1,000. solids. A cream-of-celery-soup base con- 
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tained more sodium than was declared on 
the label. The manufacturing firm was 
fined $1,000. Its president was fined $3. 


Veterinary Tranquilizers—Restriction 
of Use—The Food and Drug Admini- 
stration announced on October 29 that, 
in order to prevent possible diversion 
to human use of tranquilizing drugs 
intended for administration to animals, 
the new veterinary products will be 
restricted to professional use. New- 
drug applications for veterinary tran- 
quilizers specify that labels must bear 
the warning: “Caution: Federal law 
restricts this drug to sale by or on the 
order of a licensed veterinarian.” 

The Administration pointed out that 
present medical knowledge of the 
tranquilizers requires that use for 
humans be under medical supervision 
only. 


In the Courts 


Motion to Vacate Decree of Condem- 
nation.—A respondent’s motion to set 
aside and vacate a decree condemning 
certain quantities of tablets—held to be 
mislabeled because of extravagant and 
unsupported claims as to their effective- 
ness—was denied on September 20, in 
the United States District Court for 
the District of Oregon, in U. S. v 
1774 Be »ttles of Alfa- Tone Tablets 
and 1,150 Bottles of Cab-Ext Tablets 


The condemned tablets, containing 
alfalfa-seed extract, chlorophyll and 
cabbage extract were neither harmful 
nor deleterious. However, the court 
held that the return of the tablets to 
the respondent might result in similar 
claims being made orally, even though 
the leaflets accompanying the tablets 


were destroyed. 


Full text of the opinion, rendered by 
District Judge Solomon, follows: 

“The motion to set aside the decree 
in condemnation 


in each of the above 


cases is denied. 
“Comment 
“The 


and 


seeks to set aside 
Condemna- 


respondent 


vacate the Decree of 
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tion entered in both of the cases on the 
18th day of February, 1955. In Civil 
7819, the court ordered 984 bottles of 
tablets labeled ‘Alfa-Tone’, together 
with 500 product labels and 100 descrip- 
tive leaflets destroyed. In Civil 7820, 


the court ordered 480 bottles of tablets 
labeled in part ‘Cab-Ext’, together with 
200 descriptive leaflets destroyed. 


“There is no contention that the pro- 
cedural requirements governing these 
cases have not been strictly met. The 
respondent was given ample time within 
which to answer the libel or otherwise 
appear, and he failed to do so. 


“However, respondent contends that 
the tablets themselves are not harmful 
or deleterious and that if the leaflets 
which accompanied the tablets are de- 
stroyed, the legitimate purposes of the 
Federal Food, Drug, and Cosmetic Act 
will have been accomplished 


report of the 
made by the 


“IT have examined the 
analysis of the tablets 
Charlton Laboratories for the respond- 
ent and by the Division of Nutrition of 
the Department of Health, Welfare, 
and Education [sic] for the libelant 
Neither that the tablets 
are themselves harmful or de- 
However, | 
tablets will serve no worth- 


report shows 
either 
leterious am convinced 
that 
while 
disease or in the 


these 
purpose in the treatment of 
remedying of nutri- 
tional deficiencies 


“The accompanying literature indi- 
cates that wild and unsupported claims 
were made concerning the effectiveness 
tablets in the treatment of 


though the literature is 


of these 
disease. Even 
destroyed, the return of these tablets 
to the 
bility, 
made 


defendant would, in all proba- 


result in similar claims being 


orally. In my opinion, these 
tablets are salable only if accompanied 
misleading statements, 
to the 
only lead to exploitation of the people 
(HEW No 


tices of Judgment, Drugs and Devices, 
No. 4758.) 


by false and 


and their return defendant will 


to whom they are sold.” 
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Price Discrimination—Intent to De- 
stroy Competition—On October 19, 
in Belfry Coal Corporation v. East Ken- 
tucky Beverage Company, the Court of 
Appeals of Kentucky held: 


A manufacturer of soft drinks did 
not unlawfully discriminate in price 
against a retail grocery store when the 
manufacturer lowered its wholesale 
price per case in the county where the 
grocery store was located to meet the 
price of a competing manufacturer, 
and, subsequently, raised its wholesale 
price of a competing manufacturer 
in which the grocery store did business 
and retained its lower price in the re- 
mainder of the county when competing 
manufacturers raised their wholesale 
prices per case in the grocery store’s 
area. The manufacturer had lowered 
its price to the entire county merely 
for the purpose of meeting competition. 
When its competitors increased their 
prices, the manufacturer gladly accepted 
for its own benefit a price which would 
return to it a reasonable profit. The 
manufacturer’s action was not directed 
at injuring a customer; the discrimina- 
tion was not made with the intention 
to destroy the competition of the 
grocery store. The trial court pointed 
out that the natural barriers between 
the area where the grocery store oper- 
ated and the remainder of the county 
would tend to deny that any competi- 
tion by the store would be destroyed. 


The opinion of the court, by Judge 
Moremen, follows: 


“MoreMeEN, Judge [/n full text]: This 
is an appeal from a judgment which 
denied appellant, Belfry Coal Corpora- 
tion, injunctive relief and damages 
under KRS 365.020. The language of 
this statute is involved but, when para- 
phrased to meet the facts of this instant 
case, it means: 


“No person who distributes a product 
of general use, shall discriminate be- 
tween different communities or any 
portion thereof with intent to destroy 
the competition of any dealer in such 
community, by selling the merchandise 
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at a lower rate in one community than 
in another. 


[State Law] 


“The section is a part of the so-called 
Fair Trade Practice Act of this state. 
It has been said that the purpose of the 
law against unfair competition is to 
protect the competitive position of 
business enterprise. The rules of com- 
petition guarantee the maintenance of 
competitive order. We are compelled 
to recognize that nearly all competitors 
try to eliminate their rivals in their 
struggle to conduct a profitable busi- 
ness. The statutes seem to attempt to 
suppress that impulse. 


“The term ‘fair trade’ or ‘unfair com- 
petition’ seem to be but a convenient 
synonym for combining a legal standard 
with certain ethical values that are not 
always an integral part of every rule 
of law because at times the law does 
not concern itself with theological or 
metaphysical implications. It is often 
not concerned with motive or state of 
mind and is directed primarily at be- 
havior regardless of the thoughts in 
the mind of the person who performs 
the acts. In short, if a man acts right 
according to our rules, it matters not, 
in most cases, what he thinks. We are 
usually concerned with the result and 
not the stimulus. The law, however, 
does on certain occasions concern itself 
with intent, and when we enter this 
abstract field we are often armed only 
with our well used measures of be- 
havior. Also, we observe that usually 
these fair trade statutes are aimed at 
conditions where one man is attempting 
to eliminate another who is in his 
same competitive field. However, KRS 
365.020, and particularly that part which 
is paraphrased above, seems to indicate 
that aggression need not be directed 
toward an actual competitor in the 
same field, it protects persons against 
anyone whom the seller of the com- 
modity—whatever the reason—might 
wish to hurt. The statute seems to be 
directed mainly at price cutting, re- 
bates, and other devices which might 
aid in driving a competitor out of 
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business to the extent that it is even 
prohibited that a person sell at less than 
cost if the purpose is to injure competi- 
tors, KRS 365.030. In fact, the whole 
purpose of fair trade acts, with this 
one exception, seems to be directed at 
prohibiting cutting prices rather than 
raising them, However, we are con- 
cerned with the exception, which re- 
quires a statement of facts. 


| Businesses of Parties) 


“Appellant operates a retail grocery 
store in the Tug River area of Pike 
County. Appellee, East Kentucky Bev- 
erage Company, operates a soft drink 
manufacturing plant at Pikeville and 
distributes and _ sells its products 
throughout Pike County and about 
twelve other counties. It also has a 
plant at Hazard. 


“The business of manufacturing and 
selling soft drinks is highly competitive 
and although each drink has a trade 
name, competition seems to exist re- 


gardless of the coloring or flavor of 
the commodity. 


“In Pike County, appellee, East 
Kentucky Beverage Company, had 
competition from several sources, the 
Pikeville Coca-Cola Bottling Company 
of Pikeville, the Williamson Coca-Cola 
Bottling Company and the Sanitary 
Bottling Company of Williamson, West 
Virginia. 


[Alleged Discrimination] 


“The general manager of appellee 
company testified that the wholesale 
price of 96¢ to $1.00 per case would 
give a reasonable profit to his com- 
pany. Prior to June 1953, the local 
distributors were selling it at a lower 
price, but at that time, the price was 
increased and this condition lasted until 
December 31, 1953, when the Pikeville 
Coca-Cola Bottling Company notified 
its customers and competitors that it 
was reducing its price to 80¢ per case. 
The appellee company, which distrib- 
utes Seven Up, Orange Crush and 
Pepsi-Cola reduced the price of its 
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bottled goods to meet the 80¢ per case 
wholesale price. It was testified that 
appellee company at that time was dis- 
satisfied but was unable to charge more 
because of competition. However, on 
the 18th day of April 1955, the William- 
son Coca-Cola Bottling Company and 
the Sanitary Bottling Company, who 
were servicing a portion of Pike 
County which lies on the watershed of 
Tug River, raised their price from 80¢ 
to 96¢ per case and, simultaneously, 
appellee also raised its price to dealers 
in the Tug River area to 96¢ per case, 
but continued the price of 80¢ per case 
to the remaining part of Pike County 


“Appellant complained that this ac- 
tion was discriminatory and in violation 
of KRS 365.020, and filed suit for the 
relief above mentioned 


| Trial Court Ruling] 


“The trial court was of opinion that 
the discrimination was not made with 
the intention to destroy competition 
of appellant and other merchants located 
in other portions of the county and 
lacked an essential element necessary 
before the terms of the statute may be 
invoked. 


[No Unlawful Intent | 


“We are in accord with that opinion. 
We do not believe it was the intention 
of the statute to penalize distributors 
in cases where mala fides is not involved, 
and we can find not even a trace of 
that here. The appellant, as we under- 
stand this record, had lowered the price 
to the entire county merely for the 
purpose of meeting competition, When 
his competitors increased their price, 
he gladly accepted for his own benefit 
a price which would return to him a 
reasonable profit for his labors, but the 
action was not directed at injuring a 
customer. The record fails to disclose, 
even in the slightest degree, ill feeling 
intentions toward appellant and 
believe, the gravamen 
intention to 


or il 
is lacking, we 
of the offense, ie. the 
destroy the competition of his dealer 
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[Competition | 


“The trial court pointed out in his 
opinion that not only would loss of 
profit to the dealer be very small, but 
also that the natural barriers between 
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rest of the 
that any 
would be 


the Tug River area and the 
county would tend to deny 
competition by the dealer 
destroyed. 


“The judgment is therefore affirmed.” 
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